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1 . Figure 14 should be designated by a legend such as -Prior Art- because only that which 
is old is illustrated. See MPEP § 608.02(g). Corrected drawings in compliance with 37 CFR 
1.121(d) are required in reply to the Office action to avoid abandonment of the application. The 
replacement sheet(s) should be labeled "Replacement Sheet" in the page header (as per 37 CFR 
1.84(c)) so as not to obstruct any portion of the drawing figures. If the changes are not accepted 
by the examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 

2. Claim 7 is objected to because of the following informalities: A semi-colon on line 4 
after the first occurrence of "material" should be removed. Appropriate correction is required. 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, as based on a disclosure 
which is not enabling. A housing for containing the bundle of hollow fibers and a second filter 
header cap having an outlet and an open end sealed around a side surface of the opposite end 
section of the bundle of the hollow fibers are critical or essential to the practice of the invention, 
but not included in the claim(s) is not enabled by the disclosure. See In re Mayhew, 527 

F.2d 1229, 188 USPQ 356 (CCPA 1976). Without a housing for containing the bundle of hollow 
fibers and a fiUer header cap having an outlet at the opposite end section of the bundle of hollow 
fibers, the claimed filter would not fimction as an intended filter for an extracorporeal blood 
circuit (see figures 2 and 4). 
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5. Claims 7-15 are rejected under 35 U.S.C. 1 12, first paragraph, as based on a disclosure 
which is not enabling. A second filter cap at the other end of the housing and a second filter 
header cap having an outlet and an open end sealed around a side of the stem at the opposite end 
section of the bundle of the hollow fibers are critical or essential to the practice of the invention, 
but not included in the claim(s) is not enabled by the disclosure. See In re Mayhew, 527 

F.2d 1229, 188 USPQ 356 (CCPA 1976). Without a second filter cap at the other end of the 
housing and a second filter header cap having an outlet and an open end sealed around a side of 
the stem at the opposite end section of the bundle of the hollow fibers, the claimed filter would 
not fimction as an intended filter for an extracorporeal blood circuit (see figures 2 and 4). 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 3-4 and 8 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claims 3-4 and 8 are indefinite for failing to particularly point out and 
distinctly claim that a rim of potting material having an average width of claimed range rather 
than fibers having an average width of claimed range as currently presented. 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except tiiat an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
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subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

9. Claims 1-2 and 5-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Spranger 
et al (US Pat. No. 4,990,251). Spranger et al teach a filter comprising a bundle of hollow fibers 
(1) arranged in a tubular housing (2) and having an end section encased in a potting material (3) 
and an end surface with open ends of the fibers throughout the end face and a filter header cap 
(14) having an inlet (15) connectable to a liquid line and an open end sealed around a side 
surface of the end section of the bundle of hollow fibers (1) (see figures 1-2; col. 4, line 65 - col. 
5, line 34)(claim 1). Regarding claim 2, Spranger et al show that the inlet (15) is coaxial with the 
filter (see figure 1). Regarding claim 5, Spranger et al show that the end section is an end of a 
stem of the bundle extending outward and downwardly firom a disk of the potting material (3) 
(see figure 1). Regarding claim 6, Spranger et al show that the disk of the potting material (3) is 
fitted into the cap (14) and the cap (14) is mounted on the cylindrical tube (2) housing the bundle 
(1) (see figure 1). 

10. Claims 1-2 and 5-6 are rejected imder 35 U.S.C. 102(e) as being anticipated by Patterson 
et al (US Pat. No. 6,387,324). Patterson et al teach a fiUer comprising a bundle of hollow fibers 
(70) arranged in a tubular housing (72) and having an end section encased in a potting material 
(78) and an end surface with open ends of the fibers throughout the end face and a filter header 
cap (74) having an inlet (88) connectable to a blood line and an open end sealed around a side 
surface of the end section of the bundle of hollow fibers (70) (see figure 3; col. 17, line 14 - col. 
18, line 9)(claim 1). Regarding claim 2, Patterson et al show that the inlet (88) is coaxial with 
the filter (see figure 3). Regarding claim 5, Patterson et al show that the end section is an end of 
a stem of the bundle extending outward and upwardly fi^om a disk of the potting material (78) 
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(see figure 3). Regarding claim 6, Patterson et al show that the disk of the potting material (78) 
is fitted into the cap (74) and the cap (74) is mounted on the cyUndrical tube (72) housing the 
bundle (70) (see figure 3). 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

12. Claims 3-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over Spranger et al. 
Spranger et al teach the filter as described in above paragraph 9. Spranger et al shows that rim 
area of the potting material (3) is devoid of the open ends of the fibers (see figure 1). Claims 3-4 
essentially differ fi-om the filter of Spranger et al in reciting that the end surface includes a rim 
area of potting material having a width no greater than on average than 0.508 mm. The rim area 
of the potting material of Spranger et al provides a wall surrounding the bundle of hollow fibers 
fitted in a housing (2) (see figure 1; col. 5, lines 3-5). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to optimize the width of wall i.e. rim 
area of the potting material in the filter of Spranger et al Jo be supported in a housing (2), since it 
has been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. In re AUer, 
105USPQ233. 

13. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. US Pat. No. 4,414,1 10 and 5,072,498 and 4,334,993 and US 2003/0029785 and US 
2003/0010718 teach filter having hollow fiber bundles and a filter head cap. 
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14. Any inquiry concerning this communication or earlier conmiunications from the 
examiner should be directed to John Kim whose telephone number is (571) 272-1 142. The 
examiner can normally be reached on weekdays from 8:30 A.M. to 5:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Wanda Walker, can be reached on (571) 272-1 151. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
appUcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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